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DETAILED ACTION 

The indicated allowability of claims 29-37 is withdrawn in view of the newly 
discovered reference(s). Rejections based on the newly cited reference(s) follow. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The use of the trademark "Silcosteel™ process" has been noted in this 
application. It should be capitalized wherever it appears and be accompanied by the 
generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Claim 37 is indefinite for reciting a trademark (namely the "Silcosteel™ process" 
trademark). The process steps and limitations of the said process are not commonly 
known to all and also it is not permissible to claim a trademark. 

■ 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
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applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

* > 

Claims 29-31, 34-37 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Lewis et al (US 20030089369 A1). 

Lewis et al teach pressurized metered dose inhalers for delivering safe and 
stable formulations of active agents to a patient's pulmonary system. The formulations 
may comprise one or more active agents, typically a corticosteroid or bronchodilator, an 
HFA propellant and optionally a cosolvent and excipients. Specific active agents include 
corticosteroids (specifically 20-ketosteroids) such as budesonide, dexbudesonide, 
mometasone, fluticasone, etc or any acceptable salt thereof. The inhaler has all or part 
of its internal surface coated with an inert material polymer, such as epoxy phenol. 
Containers with a glass interior have been used by Lewis, but are not the favorite for all 
corticosteroids (see [0030] to [0072]). 

Lewis et al do not disclose vapor deposition or Silcosteel™ process of claims 34- 
35 and 37, however the said limitations are step methods related to method of making, 
and are not given weight in a formulation claim. In other words the end result, i.e. the 
formulation in a coated canister, is the same regardless of the specific process of 
coating the internal surface of the canister. 

Claims 29-31, 34-37 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Lewis et al (US 20030066525 A1 ). 
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Lewis et al teach pressurized metered dose inhalers for delivering safe and 
stable formulations of active agents to a patient's pulmonary system. The formulations 
may comprise one or more active agents, typically a corticosteroid or bronchodilator, an 
HFA propellant and optionally a cosolvent and excipients. Specific active agents include 
corticosteroids (specifically 20-ketosteroids) such as budesonide, dexbudesonide, 
mometasone, fluticasone, etc or any acceptable salt thereof. The inhaler has all or part 
of its internal surface coated with an inert material polymer, such as epoxy phenol. 
Containers with a glass interior have been used by Lewis, but are not the favorite for all 
corticosteroids (see [0030] to [0072]). 

Lewis et al do not disclose vapor deposition or Silcosteel™ process of claims 34- 
35 and 37, however the said limitations are step methods related to method of making, 
and are not given weight in a formulation claim. In other words the end result, i.e. the 
formulation in a coated canister, is the same regardless of the specific process of 
coating the internal surface of the canister. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 32-33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lewis et al (US 20030066525 A1) in view of Ercoli et al (3,755,302). 
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Lewis et al, discussed above, lacks specific disclosure on using dexamethasone 
or betamethasone 17-valerate as suitable 20-ketosteroids. 

Ercoli et al teach an improved process for the preparation of 1 7-monoesters of 
17a, 21-dihydroxy-20-keto-steroids which consists in carrying out the hydrolysis of 
corresponding 17, 21 -cyclic orthoesters in a buffered aqueous-organic medium at a pH 
from about 4 to about 6 9se abstract and col. 1 , lines 5-13). The said 20-keto-steroids 
include dexamethasone and betamethasone! 7,21 -methyl orhovalerate (see col. 3, lines 
5-14). Examples 2 and 6 disclose a method of preparing betamethasone 17-valerate. 

It would have been obvious to one of ordinary skill in the art given the general 
teachings of lewis et al on stable corticosteroid solution formulations stored in a canister 
having its internal surfaces coated with an inert material to increase stability and shelf 
life, to have looked in the art for other specific species of corticosteroids such as 20- 
keto-steroids like dexamethasone and betamethasone with a reasonable expectations 
of successfully preparing stable and long lasting solution formulations comprising 

4 

various steroids. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mina Haghighatian whose telephone number is 571- 
272-0615. The examiner can normally be reached on core office hours. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richtercan be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

« 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system; call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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